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FEDERAL FOOD, DRUG, AND COSMETIC ACT 
(Food Standards) 


WEDNESDAY, JULY 15, 1953 


Hovuset oF REPRESENTATIVES, 
SuscoMMITTree No. 2 of tHE CoMMITTEE 
ON INTERSTATE AND FOREIGN COMMERCE, 
Washington, D. C. 


The subcommittee met at 10 a. m., pursuant to notice, in the New 
House Office Building, Hon. William L. Springer presiding. 
Present : Congressmen William L. Springer and J. Percy Priest. 
Mr. Sprincer. The committee will come to order. The record will 
show that bill H. R. 5055, a bill to amend sections 401 and 701 of the 
Federal Food, Drug, and Cosmetic Act so as to simplify the procedure 
governing the establishment of food standards, is called for hearing. 
(H. R. 5055 is as follows:) 


[H. R. 5055, 83d Cong., 1st sess.] 


A BILL To amend sections 401 and 701 of the Federal Food, Drug, and Cosmetic Act so as 
to simplify the procedures governing the establishment of food standards 


Be it enacted by the Senate and IlTouse of Representatives of the United States 
of America in Congress assembled, That section 401 of the Federal Food, Drug, 
and Cosmetic Act (21 U. S. C., see. 341), is amended by inserting “(a)” after 
“Sec. 401.” and by adding at the end of such section the following new sub- 
section: 

“(b) (1) Any action under subsection (a) for the issuance, amendment, or 
repeal of any regulation shall be begun by a proposal made (A) by the Secretary 
on his own initiative, or (B) by petition of any interested person, showing 
reasonable grounds therefor, filed with the Secretary. The Secretary shall 
publish such proposal and shall afford all interested persons an opportunity to 
present their views thereon, orally or in writing. As soon as practicable there- 
after, the Secretary shall by order act upon such proposal and shall make such 
order public. Except as provided in paragraph (2), the order shall become 
effective at such time as may be specified therein, but not prior to the day follow- 
ing the last day on which objections may be filed under such paragraph. 

“(2) At any time prior to the thirtieth day after the date on which an order 
entered under paragraph (1) is made public, any person who will be adversely 
affected by such order if placed in effect may file objections thereto with the 
Secretary, specifying with particularity the provisions of the order deemed 
objectionable, stating the grounds therefor, and requesting a public hearing 
upon such objections. Until final action upon such objections is taken by the 
Secretary under paragraph (38), the filing of such objections shall operate to 
stay the effectiveness of those provisions of the order to which the objections 
are made. 

“(3) As soon as practicable after such request for a public hearing, the Secre- 
tary, after due notice, shall hold such a public hearing for the purpose of receiv- 
ing evidence relevant and material to the issues raised by such objections. 
As soon as practicable after completion of the hearing, the Secretary shall by 
order act upon such objections and make such order public. Such order shall 
be based only on substantial evidence of record at such hearing and shall set 
forth, as part of the order, detailed findings of fact on which the order is based. 
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The Secretary shall specify in the order the date on which it shall take effect, 
except that it shall not be made to take effect prior to the ninetieth day after 
its publication unless the Secretary finds that emergency conditions exist neces- 
sitating an earlier effective date, in which event the Secretary shall specify in 
the order his findings as to such conditions. Such order shall be subject to the 
provisions of section 701 (f) and (g).” 

Sec. 2. Section 701 (e) of the Federal Food, Drug, and Cosmetic Act is 
amended by striking out “401,”. 

Sec. 3. In any case in which, prior to the date of the enactment of this Act, 
a public hearing has been begun, in accordance with section 701 (e) of the 
Federal Food, Drug, and Cosmetic Act, upon a proposal to issue, amend, or 
repeal any regulation contemplated by section 401 of such Act, the provisions of 
such Act, as in force immediately prior to the date of the enactment of this Act, 
shall be applicable as though this Act had not been enacted. 


Mr. Sprrncer. Show for the record that a letter with reference to 
this bill from the Department of Health, Education, and Welfare of 
July 13, 1953, and signed by Oveta Culp Hobby, Secretary, has been 
received and is inserted in the record at this point. 

(The letter follows:) 


DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE, 
Washington 25, July 13, 1953. 
Hon. CHARLES A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington 25, D. C. 

Dear Mr. CHAIRMAN: This letter is in response to your request of May 9, 
1953, for a report on H. R. 5055, a bill to amend sections 401 and 701 of the Fed- 
eral Food, Drug, and Cosmetic Act so as to simplify the procedures governing 
the establishment of food standards. 

This bill would provide for issuing, amending, or repealing food standards 
regulations by a procedure comparable to that specified by section 507 (f) of the 
act for regulations concerning the certification of certain antibiotic drugs. This 
bill would greatly facilitate noncontroversial changes in food standards regula- 
tions. It would eliminate the necessity for public hearings and the establishment 
of a record of testimony and exhibits where, after due notice, it developed no one 
opposed the change. A further advantage would be to simplify hearings on 
regulations containing both controversial and noncontroversial issues by separat- 
ing and eliminating the noncontroversial. 

Experience in the establishment of food standards under authority of section 
401 shows that the present procedures are cumbersome and time consuming, while 
experience in the promulgation of regulations under section 507 (f) demonstrates 
that the procedures of that section are simple, equitable, and effective. Amend- 
ment of the law to simplify the food standards procedures is highly desirable. 

This Department endorses this bill and recommends its enactment. We would, 
however, appreciate an opportunity to suggest minor technical changes when the 
bill is considered by the committee. 

The Bureau of the Budget advises that there is no objection to the submission 
of this report to your committee. 

Sincerely yours, 
OvEta Cup Horpsy, Secretary. 

Mr. Sprincer. Let the record show that a letter dated July 1, 1953, 
of the Department of Justice and signed by William P. Rogers, the 
Deputy Attorney General, with reference to this bill, has been received 
and is inserted into the record at this point. 

(The letter follows :) 

DEPARTMENT OF JUSTICE, 
OFFICE OF THE DEPUTY ATTORNEY GENERAL, 
Washington, July 1, 1953. 
Hon. CHAR LEs A. WOLVERTON, 


Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D. C. 


DeEAR Mr. CHAIRMAN: This is in response to your request for the views of 
the Department of Justice concerning the bill (H. R. 5055) to amend sections 
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401 and 701 of the Federal Food, Drug, and Cosmetic Aet so as to simplify the 
procedures governing the establishment of food standards 

As its title indicates, the purpose of this bill is to simplify the procedure under 
present law with respect to the establishment of definitions and standards of 
identity for foods. The bill would amend section 401 of the Federal Food, Drug, 
and Cosmetic Act by adding a new provision under which a proposal for the 
issuance, amendment, or repeal of a standard may be initiated by the Secretary 
of Health, Education, and Welfare, or by any interested person showing reason- 
able grounds therefor. The bill would provide that the Secretary shall publish 
any such proposal and shall afford all interested prsons an opportunity to be 
heard. As soon as practicable thereafter, the Secretary shall by order act upon 
the proposal and make such order public. Provision is also made whereby any 
person who will be adversely affected by the order may file objections thereto 
with the Secretary and request a public hearing upon such objections. The 
filing of such objections operates to stay the effectiveness of those provisions 
of the order to which the objections are made. As soon as practicable after such 
request, the Secretary, after due notice, shall hold a public hearing and receive 
evidence material to the issues raised, and as soon as practicable thereafter 
shall by order act upon such objections and make such order public. Such an 
order is to be based upon substantial evidence of record at the public hearing 
and is to set forth as part of the order detailed findings of fact upon which the 
order is based. Such order is subject to a review in a court of appeals as pro- 
vided for under section 701 (f) of the act. 

The bill would change the present law in two respects. It would, (1) delete 
from section 701 (e) the reference to section 401 and authorize the issuance, 
amendment, or repeal of a regulation fixing a standard for a food on the appli- 
cation of an interested person showing reasonable grounds therefor, whereas 
under the present law such a proposal may only be made by an interested in- 
dustry or a substantial portion thereof; and (2) provide for the establishment 
of a food standard without prior public hearing, whereas under the present 
provisions of section 701 (e) a public hearing is required before the Secretary 
may order the establishment of a standard. 

Whether the bill should be enacted involves a question of policy concerning 
which this Department prefers to make no recommendation. It would seem 
advisable however to make one formal change in the bill. The proposed new 
subsection (b) (1) of section 401 of the act would provide that “Any action 
under subsection (a) for the issuance, amendment, or repeal of any regulation 
shall be begun by a proposal made * * * .” Section 401 now provides only 
for authority to promulgate regulations and does not mention an amendment 
or repeal of existing regulations, the procedure for which is provided for under 
section 701 (e). In the interest of clarity, it is suggested that the bill be amend- 
ed by striking out the language in lines 7 through 10 of page 1, and line 1 of 
page 2, and inserting in lieu thereof the following: “Proposals for the issuance, 
amendment, or repeal of any regulation contemplated by section 401 (a) may 
be made by the Secretary on his own initiative or by petition of any interested 
person showing reasonable grounds therefor filed with the Secretary.” 

The Bureau of the Budget has advised that there is no objection to the sub- 
mission of this report. 

Sincerely, 
Wiliam P. Rogers, 
Deputy Attorney General. 


Mr. Sprincer. Show for the record that a letter has been received 
from the law offices of Davis & Gilbert, 1 East 44th Street, New 
York City, dated July 6, 1953, addressed to the Committee on Inter- 
state and Foreign Commerce to the attention of the Honorable Joseph 
P. O'Hara, chairman of Subcommittee No. 2, with reference to H. R. 
5055, and is inserted in the record at this point, the said letter is signed 
by A. M. Gilbert, a member of the Food, Drug and Cosmetics Law 
Division of the American Bar Association and of the New York State 
Bar Association. 
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(The letter from Mr. Gilbert follows :) 





Davis & GILBERT, 
New York 17, N. Y., July 6, 1958. 
COMMITTEE ON INTERSTATE AND FOREIGN COMMERCE, 
House Office Building, Washington, D. C. 
(Attention Hon. Joseph P. O’Hara, chairman, Subcommittee No. 2.) 

Srrs: I have your notice that there will be a hearing on July 14 on H. R. 5055 
to amend the Federal Food, Drug, and Cosmetic Act with regard to food stand- 
ards. Inasmuch as it will not be possible for me to be in Washington on July 14, 
I am writing you briefly with regard to this measure and respectfully request 
that this letter be made part of the record of the hearings, 

For identification purposes, let me state that I have been a member of the New 
York State bar since 1929, and for over 20 years a good part of my professional 
work has been in connection with Federal and State food and drug matters. 
In such connection, I have frequently participated in food standard proceedings 
under the existing Federal Food, Drug, and Cosmetic Act, and for such pur- 
poses have represented either manufacturers or groups of manufacturers. I 
am a member of the food, drug, and cosmetic law division of the American Bar 
Association and of the New York State Bar Associatien. 

After years of experience with food standard-making procedure under the 
act, it became apparent to me that the present procedure, as required by the 
act, is unduly wasteful of time and money. Several years ago I started dis- 
cussing this problem with other lawyers who are interested in the subject, 
as well as with officials of the Food and Drug Administration. The latter evi- 
denced genuine sympathy with this problem but pointed out that there was 
nothing they could do as an administrative matter in view of the statutory 
requirements of the act. 

As time has gone on and more and more manufacturers and their lawyers 
have had experience with food standard-making procedure, there has developed 
an increasingly greater recognition by industry that standard-making procedure 
can be simplified without violating or diminishing the rights of anyone and, at 
the same time, realize a tremendous saving of everyone's time and money. H. R. 
5055 is a very worthwhile measure toward the accomplishment of this objective. 

This bill would obviate the necessity of the expenditure of time and money 
with regard to any point or points which are noncontroversial. It is a very 
desirable measure and at the same time would protect the interests of all 
interested parties. Let me point out that, if anything, it would be most bene- 
ficial for the small-business men who found it practically impossible, or who had 
to make an unwarranted expenditure, in order to be sure his rights were fully 
protected in standard-making procedure. 

I have discussed this measure with a large number of food manufacturers 
and their representatives; every one of them has indicated unequivocal ap- 
proval of this bill. I cannot see how any food manufacturer could or should 
be opposed to it and, accordingly, I am of the firm opinion that there be ab- 
solutely no opposition of any kind to this measure. I strangly urge that in 
the best interests of all, H. R. 5055 should be reported favorably by your hon- 
orable committee. 

Respectfully, 
A. M. GILBERT. 


Mr. Sprincrr. Let the record show that a letter has been received, 
dated July 3. addressed to the Honorable Charles A. Wolverton, 
chairman of the Committee on Interstate and Foreign Commerce of 
the House, signed by Charles S. Lawrence, executive secretary of the 
Institute of Food Technologists, and will be inserted in the record at 


this point. 
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(‘The letter follows :) 


INSTITUTE OF Foop TECHNOLOGISTS, 
Chicago 3, IU, July 3, 1953. 
Hon, CHARLES A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce, 
House Office Building, Washington 25, D. C. 

DEAR CONGRESSMAN WOLVERTON : The Institute of Food Technologists, composed 
of some 4,000 engineers, scientists, and technologists engaged in the many phases 
of food production, processing, and distribution, held its 13th annual meeting 
in Boston last week. 

The council, the governing body of the institute, unanimously adopted the fol- 
lowing position with respect to H. R. 5055, 83d Congress: 

“The Institute of Food Technologists endorses the amending of sections 401 
and 701 of the Federal Food, Drug, and Cosmetic Act so as to simplify the pro- 
cedures governing the establishment of food standards. 

“The institute wishes to go on record as favoring the principle of simplification 
of procedures governing the establishment of food standards and the issuance 
or amendment of food standards, without hearings, in cases in which no protest 
arises following due public announcement of such proposals and it directs the 
executive secretary to so advise Hon. Charles A. Wolverton, chairman, House 
Committee on Interstate and Foreign Commerce.” 

Respectfully yours, 
CHARLES S. LAWRENCE, 
Erecutive Secretary. 


Mr. Sprincer. Will the record show the letter has been received 
from the National Canners Association signed by Carlos Campbell, 
executive secretary to the Honorable Charles A. Wolverton on this 
bill. 

It will inserted in the record at this point. 

(The letter follows :) 


NATIONAL CANNERS ASSOCIATION, 


Washington 6, D. C., May 26, 1953. 
Re H. R. 5055. 


Hon. CHARLES A, WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce, 
New House Office Building, Washington 25, D. C. 


Dear Mr. WOLVERTON: On May 7, 1953, Mr. Hale introduced H. R. 5055, a bill 
to simplify the procedures for the promulgation of mandatory food standards 
under section 401 of the Federal Food, Drug, and Cosmetic Act. This bill was 
originally formulated by a subcommittee of the committee on food standards of 
the New York State Bar Association, the personnel of which is virtually identical 
with that of the committee on food standards of the food and drug section of the 
American Bar Association. 

This amendment is, so far as we know, wholly noncontroversial and is highly 
desirable because it will facilitate the ready amendment of existing food stand- 
ards in noncontroversial respects without the formalities of a full hearing. 
On the other hand, the bill adequately protects everyone with respect to an) 
controversial issue. 

As you know, the bulk of mandatory standards already promulgated embrace 
canned foods The canning industry is therefore vitally interested in this pro- 
posal to simplify and facilitate the amendment of these standards to accommodate 
any developments which constantly are occurring. 

We earnestly hope that in view of the noncontroversial character of the 
proposal, the committee can act favorably upon it this session, to the end that it 
might be enacted by Congress. 

Very truly yours, 
CarLos CAMPBELL, Executive Secretary. 


86644—53——_2 
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Mr. Sprincer. Will the record show that a letter has been received 
from the Grocery Manufacturers of America, Inc., signed by Paul 
S. Willis, president, addressed to the Honorable Joseph O’Hara, 
chairman of Subcommittee No. 2 of the House Committee on Inter- 
state and Foreign Commerce with reference to this bill and is ordered 
to be inserted in the record at this point. 

(The letter follows:) 

GROCERY MANUFACTURERS OF AMEBICA, INC., 


New York 17, N. Y., July 10, 1958. 
Re H. R. 5055. 
Hon. JoserH P. O’HarA, 
Chairman, Subcommittee No. 2 of the House Committee on Interstate 
and Foreign Commerce, House Office Building, Washington, D, C. 

DeAR Mr. O'HARA: A revised subcommittee schedule announces that public 
hearings will be held on July 14, 1953, with respect to the food standards amend- 
ments (H. R. 5055). Please accept this statement of our position for the hearing 
record. 

The Grocery Manufacturers of America, Inc., a national association of food 
manufacturers, endorses the bill H. R. 5055, and urges favorable consideration 
of it by your subcommittee. The bill proposes an amendment of the food stand- 
ards law in the Federal Food, Drug, and Cosmetic Act, which has been long and 
fundamentally needed by the food industry. That amendment sanctions a non- 
controversial revision of a food standard established under the act, without a 
formal hearing, and it thus saves both the Government and industry from the 
unnecessary expense and delay attendant upon formalities currently prescribed 
by the act. Therefore, this amendment will facilitate progress by the food 
industry in improving basic food standards, essential to the consuming public. 

Respectfully yours, 
Pav S. WILLIs, President. 

Mr. Sprincer. The first witness to be called is the Honorable Robert 
Hale, and he is the witness on this bill of which he is the author. 


STATEMENT OF HON. ROBERT HALE, A REPRESENTATIVE IN 
CONGRESS FROM THE STATE OF MAINE 


Mr. Hate. Mr. Chairman, I do not propose to take very much of 
the committee’s time. 

I introduced this bill at the request of friends who were very much 
interested in the administration of the Federal Food, Drug, and Cos- 
metic Act in order to simplify procedures which govern the estab- 
lishment of food st andards. The bill was carefully prepared by the 
legislative drafting service. 

Mr. Allen Perley had conferences with me and conferences with Mr. 
Markel, an attorney here in Washington who represents the New York 
State Bar Association and I believe that the draft will be found to be 
entirely in order and proper. 

Mr. Markel is here to testify as to the substantive provisions of the 
bill, Mr. Crawford of the Federal Food and Drug Administration is 
here and will offer testimony. 

They are much more familiar with the technical details of the bill 
than am I. It is my understanding that this would assimilate the 
establishment of food standards to the provisions of the present law 
governing the certification of antibiotics. We certainly would not 
need any more drastic standards as to foods than as to antibiotics. 

I believe that the provisions of this bill would protect the public in 
every way and the simplification of procedures seems to be desired by 
everyone. I think that is all I need say at present. 
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As I say, Mr. Markel and Dr. Crawford are both here and can go into 
the details of the matter fully. 

Thank you very much, Mr. Chairman. 

Mr. Sprinerr. Thank you, Mr. Hale. 

Mr. Hale, might I ask just one question to clarify the record. 

As far as you know are all the people in the industry favorable 
to this bill? ° 

Mr. Hace. I have not had a whisper of opposition to it from anyone 
which is saying a great deal of any bill, I may say. 

Mr. Springer. | ain in complete agreement with this for the record. 

Mr. Michael F. Markel. 


STATEMENT OF MICHAEL F. MARKEL, ATTORNEY, 
WASHINGTON, D. C. 


Mr. Markev. Mr. Chairman, I have a prepared statement I should 
like to read. 

Mr. Sprincer. All right. 

Mr. Marken. My name is Michael F. Markel. I am an attorney 
and maintain offices here in Washington, D. C. 

I appear before this committee in behalf of the food, drug, and 
cosmetic law section of the New York State Bar Association. 

I have been officially authorized to represent that group here. 

I neglected to point that out in the written statement. 

This group unqualifiedly supports H. R. 5055 because the proposed 
amendment to the present law would go a long way to make possible 
more practical and less costly food standardization. 

In brief, Congressman Hale’s bill would do two things: 

(1) It would eliminate the requirement that food standards be 
promulgated on the basis of evidence of record at a formal hearing 
unless such a hearing is desired by any party who wishes to make a 
formal record for the purpose of possible judicial review. ‘This 
change would greatly reduce the time and cost to both Government 
and industry involved in issuing food standards. 

(2) It would broaden the scope of members of the industry who 
may be heard by according manufacturers of ingredients for use in 
fabricated foods an opportunity to apply for hearings as a matter of 
right and thus place them on an equal basis with the manufacturer of 
the basic food. Substantially the same result has been achieved ad- 
ministratively under the present law. 

If I may, I will give a brief outline of my professional experience 
in the particular field of law here being considered. 

Early in 1939 I became a member of the legal staff, Department 
of Agriculture at that time and was assigned to the Food and Drug 
Administration. 

This was soon after the 1938 act had been passed and at the time 
when the procedures and the program for food standardization under 
the new law were being planned and outlined. I was assigned to 
participate in this work and my functions included those of serving 
as Government attorney in organizing and presenting evidence at 
food standard hearings and as presiding officer at such hearings. 

In 1943 I resigned my Government position and returned to pri- 
vate practice. Since then my professional efforts have been predomi- 
nantly in the field of food, drug, and cosmetic law, including partici- 
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pation in food standard hearings in behalf of individuals and trade 
associations in the food industry. 

I have participated in almost ev ery food standard hearing held to 
date and have done so in every major hearing, first as a Government 
lawyer and presiding officer and later as a private lawyer. I also had 
a part in the first revision of the rules and procedure for these hear- 
ings, as originally adopted. 

"These were revised after some experience under the then new law, 
because it became apparent to many of us at the early stages of food 
standardization that these rules should be as flexible as the law would 
permit, in the interest of more expeditious and less costly hearings. 

However, subsequent events have demonstrated that even under the 
most flexible procedure permitted by the present law, food standard 
hearings are unnecessarily prolonged with a resultant cost to both 
Government and the food industry, all out of proportion to any prac- 

ical and reasonable necessity in achieving the ultimate statutory ob- 
jective of insuring food honesty. 

H. R. 5055 is calculated, in effect, to authorize further streamlining 
of these rules so as to eliminate prolonged formal hearings where none 
are required and yet preserve the original statutory safeguards against 
possible arbitrary administrative action. Before disc ussing the par- 
ticular provisions in Congressman Hale’s bill, which, in my opinion, 
will serve to accomplish the objective, I will summarize the present 
statutory requirements in order to point up more clearly the contem- 
plated changes. 

The administrative author ity to promulgate food standards derives 
from section 401 of the Federal Food, Drug, and Cosmetic Act. The 
provisions of H. R. 5055 will in no wise affect any of the provisions of 
this section. 

The section of that law relating to regulations and hearings (sec. 
701; 21 U.S. C., sec. 371) includes a provision that hearings authorized 
or required by the law, shall be conducted by the Secretary or such 
official or employee as he may designate for that purpose. Hearings 
so undertaken are required to be conducted in the manner as pre- 
scribed in considerable detail in this section. 

The procedural provisions of section 701 provide, in part, that the 
Secretary “on his own initiative or upon an application of any in- 
terested industry or a substantial portion thereof stating 1 reasonable 
grounds therefor” shall hold hearings on any proposal to issue, amend, 
or repeal any regulation contemplated by the specified sections, in- 
cluding section 401. The procedure for initiating and holding such 
hearmgs requires the preparation and filing of a formal application 
and statement of grounds when a desired or der is sought. When the 
have been shown, or when he acts on his own initiative, the next step 
Secretary cone ludes that reasonable grounds for the proposed action 
is to issue a “proposal.” 

It has been the practice to issue these proposals in rather detailed 
form so that anyone having an interest in the subject matter of the 
proposed regulation can determine, with a considerable degree of cer- 
tainty, precisely what is proposed. Thus these proposals include de- 
tailed paragr aph by paragraph provisions so that it is always rather 
easy to separate and single out for discussion and criticism specific 
provisions from other provisions which are understood by, and ac- 
ceptable to, all concerned. 
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I stress this point in order to show the committee that, as a practical 
procedural matter, it is readily possible to separate the controversial 
parts of proposals from those which are not controversial, in the con- 
sideration of any proposed standard or any amendment of an existing 
standard, a fact which assumes considerable significance under the 
provisions of H. R. 5055 as will appear later. 

The notice, of which the proposal is a part, fixes a date for the hear- 
ing upon that proposal. The hearing thus initiated is for the pur pose 
of receiv ing “evidence” relevant and material to the questions raised 
by the proposal. 

The law requires that all regulations, whether challenged or not, be 
based “only on substantial ev idence of record at the heari ing.” 

Therefore, it is necessary that the factual present: itions conform 
to the basic concepts of rules of evidence, however liberally applied, 
and that the facts be established in a manner so as to qualify them as 
“evidence” within the meaning of the basic legal concept of this term. 
This, at best, involves a formal hearing which is not unlike a court 
trial in many aspects. 

This formal procedure has been extensively criticized by food tech- 
nologists and other technical persons who are not lawyers. Many have 
complained bitterly that the lawyers have arrogated unto themselves 
a scientific field. To anyone who had partic ipated in these hearings 
this criticism is quite understandable. 

However, all that can be done about this has been done by liberaliz- 
ing the procedures as much as possible in the presence of statutory 
mandate that a regulation must be based “only on substantial evidence 
of record at the he aring,” whether the regulation be controversial or 
not. 

After completion of a hearing, the interested parties are afforded 
an opportunity to file suggested regulations or, if their interest be 
limited, the suggested portions of the regulation which concern them, 
together with a brief in support of the suggestion thus urged upon the 
Secretary. 

Thereafter, the Secretary issues a “proposed” order which includes 
the proposed regulation fixing and establishing a definition and 
dandoae of identity or quality or fill of container, or all of these, as 
the case may be. The ultimate conclusions of fact, in the form of a 
regulation, are required to be supported by detailed findings of fact 
based only on record evidence. Interested parties who are not satisfied 
with any provisions of the regulation as proposed, or with the fact 
that the Secretary failed to include a provision suggested by them, 
may then file objections to this proposed order, again supported by 
briefs showing the basis for the oecsione, Thereafter, and after 
consideration of the objections filed, the Secretary issues the final 
order. 

The order, as thus issued, does not become effective for a period of 
at least 90 days from the date of issuance, except in certain specified 
emergencies, again whether it be controversial or not, or whether 
anyone is interested in seeking judicial review or not. In this con- 
nection, it should be pointed out that this provision often results in 
the very awkward situation where the Secretary has issued a final 
order authorizing an amendment to a food standard so as to permit 
the use of a certain new ingredient which everybody wants and where 
he has found that such an amendment will serve to “promote honesty 
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and fair dealing in the interest of consumer” yet, under the law, the 
inclusion of that ingredient prior to the expiration of the 3-month 
period would constitute the standardized food as “misbranded food.” 

I do not undertake to speak for the Secretary because I may not 
be familiar with all post-hearing procedures, but it has been my 
experience that, as a practical proposition, this has never created any 
serious problem because it is inconceivable that under these circum- 
stances the Secretary would seize a product which is technically in 
violation of the law. Yet, I know of a number of conscientious food 
manufacturers who will forego the commercial advantages available 
to them by reason of amendment, because they prefer to live up to the 
letter of the law. 

During the 90-day period any party desiring to seek judicial review 
of the Sec retary’s order may do so by filing a petition in the appro 
priate United States court of appeals. The review provisions of the 
law are quite similar to the judicial-review provisions of most statutes 
where this remedy is provided, including those of the Administrative 
Procedure Act. 

H. R. 5055, as I read it, will effect two basic changes in the pro- 
cedures outlined, both in my opinion, highly desirable. The one 
basic change which H. R. 5055 would effect is inherent in paragraph 
(b) (1) of the bill. Under its provisions any action authorized by 
section 401 of issuing, amending, or repealing a regulation may be 
initiated by the Secretary on his own initiative or by petition of any 
interested person showing reasonable grounds therefore. Any such 
proposal is required to be published so that all interested persons may 
be afforded the opportunity to present their views with respect 
thereto. 

After consideration of the proposal, the Secretary is required to 
issue his order making public his action. If this proposed order 
meets with everyone’s approval—that is, if no objections are filed 
within the specified time—then it becomes the final regulation on the 
day following the last day for filing objections. This is a simple, 
direct, and adequate procedure, since everyone interested has ade- 
quate opportunity to study and informally criticize any proposed 
regulation. This is the end in all cases where no controversy exists. 

In my opinion, upward of 75 percent of proposed amendments to 
regulations will fall within this category. It has been my experience 
that amendments to proposed regulations are seldom controversial, 
and the lengthy formal procedures as heretofore outlined are fol- 
lowed in such cases only because the law requires this. 

The bill, if enacted, would also have the effect of reducing the pro- 
mulgation of initial standards to a more reasonable and practicable 
procedure. 

In my opinion, many initial standards would also become effective 
as provided in paragraph (b) (1) of the bill. However, of even 
greater importance is the fact that the proposed change would serve 
to reduce the area of controversy to the barest minimum. Under the 
present procedure, each and every provision of a proposed standard 
has to be considered formally even though in most cases of contro- 
versial proposals the majority of the proposed provisions are non- 
controversial. As stated before, the character of these proposals is 
such that the several provisions can be readily considered and dis- 
cussed independently. Under the proposed ‘bill formal hearings 
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would be limited to issues first clarified and pinpointed by the filing 
of objections after prior informal discussions with the administrative 
officials in charge. 

All provisions not stayed by the objections filed would become effec- 
tive after the time for filing objections has expired. This, in my 
opinion, would go a long way in providing a more practical procedure 
for food standardization even in areas where a bona fide controversy 
may exist. 

Paragraph (b) (2) of the bill serves to preserve the present safe- 
guards by providing that anyone siemehaned with the proposal as 
issued under (b) (1) my file objections and, by so doing, invoke the 
full formal procedures now ayailable under the law. In other words, 
the present provisions would remain in full force and effect in favor 
of any dissatisfied party who would be adversely affected by a 
regulation. 

The other change to which attention should be directed is a change 
in wording of the provisions in the present law which identify those 
who are eligible to apply for administrative consideration of their 
proposal to issue, amend, or re peal a food standard. This group is 
identified in the present law as “any interested industry or substan- 
tial portion thereof.” 

The bill under consideration identifies them as any “interested 
party.” The latter term is much broader in scope than the former and, 
therefore, the reasons for the proposed change should be considered. 

The first-quoted phrase, as it appears in the present law, has been 
construed as linking only basic food fabricators as, for example, 
cheese manufacturers, preserve manufacturers, and the like, but not 
the suppliers of ingredients for use in such foods. This interpretation 
has been accepted by the industry without question. However, the 
interests of the ingredient suppliers, as an industry, in food standards 
are at least equal, if not greater, in importance to those of the basic 
manufacturers, because, in the final analysis, food standardization 
involves primarily consideration of questions of inclusion or exclusion 
or restrictions on use of the several ingredients proposed for the food 
being standardized. 

Under the present law this vast industry has no right to be heard on 
any proposal of its own, however meritorious it may be. Members of 
this industry may, however, participate in a hearing once the proposal 
is being considered on application of the basic industry, since the 
statute provides for such participation by “any interested person.” 

However, unless the Secretary can be persuaded to initiate a pro- 
posal on his own authority, the ingredient suppliers must patiently 
bide their time until the basic industry finds it convenient or desirable 
to take the necessary steps for having a proposal considered. 

On first blush this may not appear to be any disadvantage because it 
would appear that if the ingredient has merit the basic industry will 
promptly propose that it be included in a food, and if it be without 


merit the ingredient supplier would not have any market anyway 
even if it were included. 


However, it is not as simple as that. 

In representing ingredient suppliers at food standards hearings I 
have had occasion to undertake to induce food manufactur ing groups 
to file applications for amending a standard. 
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While I have always found them most willing to cooperate, they 
have problems of their own and, above all, many places to spend 
their money other than on a hearing requested in behalf of ingredient 
suppliers. 

Furthermore, they hesitate to undertake such a task unless there is 
substantial unanimity in their own ranks. The desired unanimity is 
sometimes lacking on grounds wholly apart from the merits of the 
proposal. It has been my experience that ingredient suppliers are 
placed at a considerable disadvantage under the provisions of the 
present law. The proposed change in language, as indicated, would 
serve to correct this inequity by giving them equal rights to have their 
proposal administratively considered as provided in the bill. 

The food, drug and cosmetic law section of the New York State Bar 
Association, which has delegated me to speak in its behalf, includes 
among its members almost every lawyer who has occasion to advise in 
the field of food, drug and cosmetic law. It includes all of the leading 
lawyers whose principal duties are to advise food industry with respect 
to regulatory problems such as those arising in connection with stand- 
ardizing of foods. The subject matter of the bill before this com- 
mittee has been extensively discussed and considered both formally 
and informally by this group as a group, and by many of its members. 
My own participation has been such that I have had occasion to discuss 
these problems with many lawyers and nonlawyers actively engaged 
in this field. To the best of my knowledge there is no one in the food 
industry who has any objection to the proposed legislation. On the 
contrary, the leading food processors—and I have talked to representa- 
tives of most of them—favor the proposed legislation and are anxious 
that the bill be passed at the earliest possible moment. 

The committee on definitions and standards of identity for foods 
of the food and nutrition board of the National Research Council has 
also considered this problem. This organization has issued a press 
release which deals in part with the question inherent in the proposed 
bill. After discussions of the problem, the report includes the follow- 
ing as a conclusion—lI read this with the realization that that organi- 
zation is not appearing here because they as a matter of policy do not 
appear in legislative matters, but I am quoting from this report with 
their permission. 

That organization states: 

That the board, for the purpose of expediting food standards hearings goes on 
record as favoring: 

(a) ** * 

(0) provision for the issuance or amendment of food standards without hear- 
ings in cases in which no protest arises following due public announcement of 
such proposals. 

This conclusion as thus expressed supports the basic objectives of 
the bill now before this committee. 

In the interest of complete clarity, I should add, however, that sev- 
eral representatives of food groups have question the reason for the 
proposed change in language by changing “interested industry” to 
“interested party.” 

They have expressed concern lest every Tom, Dick, and Harry could 
run in and demand a hearing. It is feared that this might possibly 
result in amendments to existing standards which would not be accept- 
able to the basic food industry. This expressed concern ignores two 
basic points— 
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In the first place, any application for- issuing, amending, or re- 
pealing a regulation must show “reasonable grounds therefor.’ 

It is the intention that these grounds be substant ial, genuine grounds. 
I have said on a prior formal occasion, there should be more than a 
glint in the eye of a food technologist. 

There will be ample opportunity for administrative control so as to 
avoid abuse of this privilege. Furthermore, the basic industry will 
have an opportunity to be heard at the initial stages of the informal 
consideration and if there be anything wrong with the proposal, they 
should have no difficulty in convincing the Secretary of this fact. 

In the second place, the term “interested industry or a substantial 
portion thereof” has been construed with extreme liberality. Even a 
single manufacturer may qualify as eligible to request a hearing under 
certain circumstances. Certainly several members of an industry 
would be considered to be “a substantial portion” under the present 
interpretation of the law. From the standpoint of control of hearings 
by an organized industry group, therefore, the situation will remain 
pretty much as it is under the present law. However, if there be some 
small advantage in this, it does not begin to balance the scales when 
weighed against a denial to ingredient suppliers of the right to a hear- 
ing on their proposals. 

I can say that, without exception, the explanation for this change 
any my answer to the question, as summarized, have satisfied those 
who have raised this question with me. 

Therefore, I respectfully request that this committee, in behalf of 
the organization for which I speak, give favorable consideration to 
Congressman Hale’s bill. 

Mr. Sprincer. Mr. Priest ? 

Mr. Priest. Mr. Chairman, I think Mr. Markel has given a very 
complete and comprehensive analysis of the bill. 

There is one question in my mind: What, Mr. Markel, constitutes 
publication of due notice? 

Mr. Marken. Publication as I understand it would be required in 
the Federal Register and if there is any question about that the bill 
should so spec ify. 

Mr. Priest. Should specify just what does constitute publication of 
due notice? 

Mr. Market. Yes. 

Mr. Priest. Mr. Chairman, I believe that is the only question I have 
at this time. 

Mr. Srrincer. Mr. Markel, in brief, let me see if I understand this 
bill correctly. I may initiate action by 2 procedures, 1 by the Secre- 
tary, second, 1 by an interested party for the amendment of a regula- 
tion of promulgation; is that correct ? 

Mr. Market, Yes, by filing a proposal and proceeding rather spe- 
cifically with what is desired. 

Mr. Springer. And if the Secretary so sees fit that will become ef- 
fective within 30 days if she sees fit to put it into effect? 

Mr. Market. The first proposal, there would be 30 days within 
which everybody would have an opportunity to write in and criticize 
it and then proposed regulation would be issued. We must distinguish 
between the initial proposal and the proposed regulation. 
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Mr. Sprincer (reading) : 
Shall, by order, act upon such proposal and make such order public. 


Mr. Market. Yes, sir. That order then would include the proposed 
regulation, that may be identical in wording with the proposal but its 
status now would be that of a proposed regulation. 

Mr. Springer. But she does issue the order ? 

Mr. Market. Yes. 

Mr. Sprineer. Is that the effect of a regulation ? 

Mr. Marke. If no objections are filed within the specified time. 

Mr. Sprincer. I have not gotten to that point. At this point she 
issues a regulation if she wants to? 

Mr. Market. Yes. 

Mr. Sprincer. But it cannot become effective for 30 days? 

Mr. Marken. Right. 

Mr. Springer. During the 30-day period anyone can object? 

Mr. Market. Yes. 

Mr. Sprincer. At that point is there a stay of all proceedings? 

Mr. Marken. Correct. 

Mr. Sprincer. Then she must call a public hearing? 

Mr. Marker. Right. 

Mr. Sprincer. A witness or anyone can be heard ? 

Mr. Market. Yes. 

Mr. Sprincer. Now at that point if she issues an order “such order 
shall be based only on substantial evidence of record at such hearing.” 

Now in that kind of a case she must base her order only on the 
record ? 

Mr. Market. Right. 

Mr. Springer. Previously in section (b) (1) she does not have to 
base it on any record? 

Mr. Market. Right. 

Mr. Sprinerr. Now let me ask you this: I am going to ask the 
counsel when he gets up here—what is the effect of this on appeal 
where you say that it must be based on substantial evidence of record ¢ 
Can you make that the basis of appeal that the order is not based 
on the record ? 

Mr. Marker. Yes. The appeal provisions in the present law are 
very specific in that. 

Mr. Springer. What does it say in effect in substance? 

Mr. Marker. That any party adversely affected by this final regu- 
lation may appeal to the United States circuit court for the district 
where he resides or has his principal place of business, seeking a re- 
view of that order. 

Mr. Sprincer. Does the present law say anything about the order 
having to be based on the record ? 

Mr. Marker. Yes. The present law says that and that remains 
unchanged. 

Mr. Sprincer. That remains unchanged ? 

Mr. Marken. Yes. The whole judicial review provisions remain 
unchanged; we are not touching them. 

Mr. Sprincer. But originally, the original act still provides “such 
order shall be based on substantial evidence of record at a hearing”? 
Mr. Market. Yes, that is another subsection of 701. 
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Mr. Sprincer. Have you seen the letter of the Department of 
Justice ? 

Mr. MarKew. No, sir. 

Mr. Sprincer. Let me read this: 

Section 401 now provides only for authority to promulgate regulations and 
does not mention an amendment or repeal of existing regulations, the procedure 
for which is provided for under section 701 (e). In the interest of clarity, it 
is suggested that the bill be amended by striking out the language in lines 7 
through 10 of page 1, and line 1 of page 2, and inserting in lieu thereof the 
following: 

“Proposals for the issuance, amendment, or repeal of any regulation contem- 
plated by section 401 (a) may be made by the Secretary on his own initiative 
or by petition of any interested person showing reasonable grounds therefor 
filed with the Secretary.” 

Would you care to comment on that proposal ? 

Mr. Market. If that is not clear in the present bill, that is what 
we thought we were writing, sir, because we certainly had in mind the 
action under 401 includes the authority to repeal or amend. 

The law has always been thus construed. 

If there is any question about that, then this change should be made. 

Mr. Sprincer. You have no objection ? 

Mr. Market. No. In other words, any action as used in (B) (1) 
that word “action” contemplates repeal and amendment as well as 
issuance. 

The law has always been so construed to date and no one has ever 
questioned that interpretation of section 401 as far as I know. 

Mr. Sprincer. The substantial change, I take it, in this bill is that 
the repeal of the regulation fixes standards for foods now on the ap 
plication of any interested party who can show reasonable grounds. 

Mr. Marke... Under present law ? 

Mr. Sprincer. In the proposal. 

Mr. Market. Yes. 

Mr. Sprincer. Showing reasonable grounds therefor. 

Mr. Markew. Yes. 

Mr. Sprrncer. Then under the present law such proposal may be 
made only by interested industry or a substantial portion thereof / 

Mr. Market. Yes. 

Mr. Springer. And the second change is to provide for the estab 
lishment of a food standard without a prior public hearing whereas 
under the present provisions of section 701 a public hearing is 
required. 

Mr. Marken. Your first statement is not quite correct. There 
would be a public hearing but informal. Everybody would have his 
opportunity to have his say and persuade the Administrator but we 
would not have to go through the elaborate formality or formal pro- 
cedure. We would send in a brief or be heard orally and say we think 
it ought to be this way. 

The Administrator listens to all concerned and says that sounds 
good to me, and he publishes then the proposed order as distinguished 
from the proposal and then, if somebody is dissatisfied they can force 
a formal hearing because by filing objections the present. provisions of 
the law are invoked and remain in full force and effect. 

Mr. Sprincer. What you are in effect doing here is instead of fore- 
ing you to get t industry approval anybody can put his foot in that 
wants a hearing. 
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Mr. Marke. Yes, providing he has meritorious cause. 

Mr. Sprincer. Any individual can file a cause whereas before you 
had to have the industry or substantial portion thereof ? 

Mr. Marke. Yes. 

Mr. Srrincer. Have you had any argument before the Secretary 
under the present law as to what is a substantial portion of the 
industry ? 

Mr. Market. No. They have been extremely liberal. The principal 
argument, if any, has been as to whether there is enough evidence 
available to warrant holding a hearing but wherever anyone has been 
able to show real basis for a hearing, that is one thing we should say 
for the administration, an ingredient supplier out in the cold as it 
were here have had occasion to persuade the Administrator to hold 
a hearing on his own initiative because that was the simplest and 
most direct way to get at it. 

Mr. Sprincer. I believe that is all, Mr. Markel. 

Mr. Market. I should like to add one more thing, a thought that 
occurred to me as you were reading some of these letters that have 
been received for inclusion in the record. 

[ think a lot of people do not understand that unless they request 
specifically that their communication be included as a part of the 
record it will not be so included. 

A lot of leading food groups have been in touch with me and have 
indicated to me that they have written into this committee but ap- 
parently they have not requested that their communications be made 
a part of the record. 

I do not want the inference to be drawn that nobody else has written 
in other than the letters in the record. 

Mr. Sprincer. We will let that show in the record for itself. 

Mr. Market. The other thing I should add—had there been any 
indication of any substantial opposition to this bill I think you would 
have found the food industry lined up from A to Z here in favor 
of it and no adverse inference is to be drawn from the fact that none 
of them are here now. 

Mr. Sprincer. Thank you for an excellent statement, Mr. Markel. 

Mr. Charles W. Crawford, Commissioner of the Food and Drug 
Administration. Do you care to submit any statement, Mr. Crawford ? 


STATEMENT OF CHARLES W. CRAWFORD, COMMISSIONER, FOOD 
AND DRUG ADMINISTRATION 


Mr. Crawrorp, I would like to say merely that the Department 
endorses this legislation. It believes that it will simplify the pro- 
ceedings, speed them up; it will sacrifice no rights, public or private, 
and will save the Government a lot of money, in my judgment. 

Mr. Spertncer. That is a very meritorious thing today, Mr. Craw- 
ford. 

Mr. Crawrorp. I agree with that fully. It will do away with a 
lot of unnecessary operations that are required under the present 
statute. 

I would like to refer for a moment to a sentence in the Secretary’s 
letter of July 13, next to the last paragraph—I am quoting: 

We would, however, appreciate an opportunity to suggest minor technical 
changes when the bill is considered by the committee. 
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Some of our people have been considering language that they be- 
lieve may clarify the meaning but not change it in any degree whatever 
and if their efforts should seem worthy we would like the privilege of 
submitting a memorandum to you after considering it and clearing 
it with the sponsors of this legislation. 


Mr. Sprincer. All re that is in order and we will 
be very happy LO have thos : ed te ical chana for the } il] 
I take it that you intend { hose within the next few days ¢ 





Mr. Crawrorp. Yes, sir 

Mr. Sprincer. We are getting pretty close to the end of the session 
and it will have to come rather quickly. 

Mr. Crawrorp. Yes; I understand that is so. I am available fon 
que tions but that is the only comment IL have. 

Mr. Sprincer. Mr. Priest? 


Mr. PRIEST. The O nity question | had in mind was answered I 
not! ice that pare vgraph 3 mn the Secretary's letter and L was going to ask 
the Conamalaekeene if they would upply those uggested techni il 


changes in language and he has answered that question. 

I believe that is all. 

Mr. SPRINGER. May I congratulate you, Mr. ; ‘aw ford. This iS 
one of the few times anybody has appe ared be “an dhe for 
the Bureau where you and the industry Saw eye to eye, 

If there are no other questions, thank you very kindly. 

Are there any other witnesses to be heard on this bill? If there are 
no other witnesses, the hearing on H. R. 5055 is herewith concluded. 

(At 11 a. m., the subcommittee adjourned.) 





